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Application No. 
13/902,132 

Applicant{s) 
CALDERARI ET AL. 

Office Action Summary Examiner 
SHIRLEY V. GEMBEH 

Art Unit 
1628 

AlA (First Inventor to File) 
Status 
Yes 

- The MAILING DATE of this communication appears on the cover sheet with the correspondence address •• 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE~ MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event. however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
If NO period for reply is specified above. the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date olthis communication. 
Failure to repl y within the set or extended period l or reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § t 33). 
Any reply received by the Ollice later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR i . 704(b). 

Status 
1 )[8] Responsive to communication(s) filed on 9 October 2013. 

0 A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were f iled on _ ____, 

2a)[8] This action is FINAL. 2b)0 This action is non-final. 
3)0 An election was madle by the applicant in response to a restriction requirement set forth during the interview on 

__ ; the restriction requirement and election have been incorporated into this action. 
4)0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

close·d in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213. 

Disposition of Claims 
5)[8] Claim(s) 12-41 is/are pending in the application. 

5a) Of the above claim(s) __ is/are withdrawn from consideration. 
6)0 Claim(s) __ is/are allowed. 
7)~ Claim(s) 12-41 is/are rejected. 
8)0 Claim(s) __ is/are objected to. 
9)0 Claim(s) __ are subject to restriction and/or election requirement. 

• If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a 
participating intellectual property office for the corresponding application. For more information, please see 
http:/NMNl.uspto.gov/patents/init eventsippt1iindex.jsp or send an inquiry to PPHfeedback@uspto.gov. 

Application Papers 
1 0)0 The specification is objected to by the Examiner. 
11 )0 The drawing(s) filed on __ is/are: a)O accepted or b)O objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121 (d). 

Priority under 35 U.S.C. § 119 
12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
Certified copies: 

a)O All b)O Some* c)O None of the: 
1.0 
2.0 
3.0 

Certified copies of the priority documents have been received. 
Certified copies of the priority documents have been received in Application No. __ . 
Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

• See the attached detailed Office action for a list of the certified copies not received. 

Attachment(s) 
1) [8] Notice of References Cited (PT0-892) 

2) 0 Information Disclosure Statement(s) (PTO/SB/08) 
Paper No(s)/Mail Date __ . 

3) 0 Interview Summary (PT0-413) 
Paper No(s)/Mail Date. __ . 

4) 0 Other: __ . 

U.S. Patent and Trademark Office 
PTOL-326 (Rev. 05·13) Office Action Summary Part of Paper No./Mail Date 20131127 
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Application/Control Number: 13/902,132 
Art Unit: 1628 

DETAILED ACTION 

Page 2 

The present application, filed on or after March 16, 2013, is being examined 

under the first inventor to file provisions of the AlA. 

Status of Claims 

Claims 12-41 are pending and are under examination in this office action. Claims 

1-11 have been cancelled. Claims 16-41 are newly added. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 11/25/13 is 

acknowledged and has been reviewed. 

1 . The response filed on 10/9/13 has been entered. 

2. Applicant's arguments filed 10/9/13 have been fully considered but they are not 

deemed to be persuasive. 

3. The text of those sections of Title 35, U.S. Code not included in this action can 

be found in a prior Office action. 

4. The rejection of claims 1 0-15 under 35 U.S. C. 112, second paragraph, as being 

indefinite is withdrawn due to the amendment of the claims. 
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Application/Control Number: 13/902,132 
Art Unit: 1628 

Page 3 

The rejection of Claims 10-11 under 35 U.S.C. 1 02(b) as being anticipated by 

Baroni et al. (WO 2004/073714 ). Is withdrawn due to Applicant's amendment to the 

claims. 

The rejection of Claims 12-15 under 35 U.S.C. 103 as being obvious over Baroni 

et al. (WO 2004/073714) is withdrawn due to Applicant's amendment to the claims. 

Claim Objections 

Claim 27 is objected to because of the following informalities: claim 2:7 is a 

duplicate of claim 26. Appropriate correction is required. 

Claim Rejections- 35 USC§ 103 

The following is a quotation of 35 U.S.C. 103 which forms the basis for all 

obviousness rejections set forth in this Office action: 

A patent for a claimed invention may not be obtained, notwithstanding that the claimed 
invention is not identically disclosed as set forth in section 102 of this title, if the differences 
between the claimed invention and the prior art are such that the claimed invention as a whole 
would have been obvious before the effective filing date of the claimed invention to a person 
having ordinary skill in the art to which the claimed invention pertains. Patentability shal l not 
be negated by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103 are summarized as follows: 

1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 
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Application/Control Number: 13/902,132 
Art Unit: 1628 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Consider'ing objective evidence present in the application indicating 

obviousness or nonobviousness. 

Page4 

This application currently names joint inventors. In considering patentability of the 

claims the examiner presumes that the subject matter of the various claims was 

commonly owned as of the effective filing date of the claimed invention(s) absent any 

evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to 

point out the inventor and effective filing dates of each claim that was not commonly 

owned as of the effective filing date of the later invention in order for the examiner to 

consider the applicability of 35 U.S. C. 102(b)(2)(C) for any potential 35 U.S.C. 1 02(a)(2) 

prior art against the later invention. 

Claims 12, 14-16, 18-24, 26-33, 35-41 are rejected under pre-AlA 35 U.S.C. 

1 03(a) as being unpatentable over Berger et al. (US 5,202,333) in view of Barton 

(Citrate Buffer Calculation, 2000, 2pgs and Castillo et al., US 6,.284,749 further in view 

of Gambhir, US 5,854,270 and as evidenced by Matsumoto (All references have 

already been made of record). 

With regards to claims 12, 16, 24 and 33, Berger et al. teaches a method of 

treating and or reducing chemotherapy induced nausea and vomiting with a 

pharmaceutical solution for reducing emesis in cancer patients (see col. 1, lines 33-40, 

as required by instant claims 14, 18, 26-26, 35), comprising palonosetron in a 

pharmaceutical acceptable carrier (see col. 2, lines 20 to 25 and col. 12, lines 41-52 and 

col. 3, lines 17-21) in a single unit dosage form (see col. 13, lines 1-5) for intravenous 
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